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DETAILED ACTION 

This application claims benefit to provisional applications 60/174,383, filed January 4, 
2000 and 60/174,424, filed January 4, 2000. 



Applicants amendment filed December 12, 2003, as been received and entered. Claims 
48, 52-54, 56, 57, 59, 60, 64-68, 70-75 and 78-81 have been amended. Claims 48-62 and 64-81 
are pending and currently under examination. 

Information Disclosure Statement 

The supplemental information disclosure filed August 14, 2003, has been received and 
entered. A signed copy of the PTO-1449 is provided with this action. 

It is noted that the on the cover sheet that the title of the invention and the assigned art 
unit are inco.ect. However, the references appear relevant to the instantly claimed invention 
and the remaining information, inventor and USSN is correct. 

Double Patenting 

groundedt~ol^^^^^^^^ I'Tf ^ --ed doctnne 

improper timewise extension of he '^^^^^^^^^ f '° ^^'"^ ""^"^^'^^^^ 

harassment by multiple assignees See^ Z r f ^Tf.^^ ^ P^^^"* ^^'^ P'"^^«"t Possible 
Cir. 1993); In re LoLi IslTll'^ll^^^^^^ V'^'^ USPQ2d 2010 (Fed. 

F.2d 937, 214 USPQ^6r(CCPA 1982V A v f .^fJ 686 
1970Vand ri ru } ... ^' ''^ "^^2 F.2d 438, 164 USPO 619 rCCPA 

iy70),and, /« re Thonngton, 418 F.2d 528, 163 USPQ 644 (CCPA 1969) ^ ^^^^^ 

A timely filed terminal disclaimer in compliance with 37 CFR 1 •^9 u 
overcome an actual or provisional reiVrt,n„ 1 ■321(c) may be used to 

provided the conflictinrrSk^^^^^^^ ' nonstatutory double patenting ground 

apphcation. See 37 CFrTi 3oTb) commonly owned with this 
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CFR 3.73(b). ^ assignee must fully comply with 37 

Clatnts 48-62 and 64-81 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-25, 30 and 3 1 of 
copending Application No. 10/274,432. Although the confl.cting claims are not identical, they 
ate no. patentably dist.nct from each other because each are drawn to methods of making a 
reconstituted embryo by nuclear transfer which can in ,„n, can be developed into an intact 
animal. Further, each encompass using somatic cells as the donor cell and making genetic 
alterations to that cell to incotporate a stably integrated sequence to be expressed. 

This is a Emvisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

requirements of this title. therefor, subject to the conditions and 

Claims 53, 54, 56, 57, 65, 67, 68, 71, 73, 74, 77, 79 and 80 rejected under 35 U.S.C. 101 

because the claimed inventton is directed to non-statutory subject matter is withdrawn. 

The amendments to the claims to include only "non-human" animal, embryo, and fetus 

has addressed and obviated the basis of the rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 US.C. 1 12: 

The specification shall contain a written de<:rHntiV.Tn fi, • 

and using it, in such full, clear, con^eratd exa Uel 's'^^^^^^^^^^^ "IT" ^"'^ P™'^"'' ^'^^"^^^^ 

pertains, or with which it is most nearl^ connected t^r^tlV T '"""^'^ 

contemplated by the inventor of carrjJn^rSfnvenW '^^'^ -^^^ 
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Claims 48, 52, 59-62, 64, 70 and 76 rejected under 35 U.S.C. 1 1 2. fe, paragraph, 
because ,he specification, while being enabling for nuclear n^sfer between donor cell ajd 
recipient oocytes of the same species, does not reasonably provide enablement for U-ans-species 

nuclear transfer is withdrawn. 

Amendments to the claims ,o encompass methodology wherein the oocyte and donor 
nuclear material is from the same species has obvtated the basis of the rejection. 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

»bir^r rhiriXTiir/^^^^^^^^ -""^ 

Claim 50 and 52 .ejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point ou, and d.stinctly claim the subject matter which appUcan. regards as 

the invention is withdrawn 

The amendment to claim 52 to be dependent on claim 51 to support the antecedent has. 
of 'subpopulation" has obviated the basis of the rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



Lt?^;:r=r:— r»,x«-,rf^;— ^^^^^^^ 



or on 



Claims 48, 49, 51. 52, 59-61 and 70 rejected under 35 U.S.C. 102(b) as being anticipated 

by Cibelh et al, is withdrawn 
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A„,=ndme„,s ,o the Catas ,o inCude U,e specific step of cu,.uri„g fte so,.a,,c cc„ donor 
for a. leas, five passages" has differentiated the claimed invention from that taught by Cibelli 

al. 



Claims 53-58, 71-75 and 77-81 stand rejected under 35 U.S.C. 102(b) as being 
anticipated by Cibelli et al. 

Claims 65.69 stand rejected under 35 U.S.C. 102(b) as being anticipated by Plump e, al. 
For both rejections. Applicants point out the dependency of the claims and that the claims 
specifically encompass a product by process. Applicants note tha, none of the references teach 
tte same methods to generate the claimed pnxlucts, and argue that the Examiner has failed Xo 
fully consider each of the method steps in obtaining the claimed non-human animal. See 
Apphcants amendment, pages 11-13. Applicants arguments have been fuUy considered, but not 
found persuasive. 

Applicants acknowledge that «,e references .each a non-human antmal, tissue, organ and 
cell, however they fail to point out how these products in the ar, and as claimed are different one 
from the other. Where, as here, the claimed and prior an products are identical or substantially 
identical, or are produced by identical or substantially identical processes, the PTO can require 
an applicant to prove that the prior art products do not necessarily or inherently possess the 
characteristics of his claimed product. Whether the rejection is based on "inhe^ncy" under 35 
use 102, or -prma facie obviousness" under 35 USC 103. jointly or altematively. the burden of 
proof is the same, and its fairness is evidenced by the PTO's inability to manufacture products or 
to obtain and compare prior art products. /„ re Bes,, Bo„o„. anj Sha^, 1 95 USPQ 430. 433 
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(CCPA 1977) ciU„g/„ reBro^r., 59 CCPA 1036, 459 F.2d 531, 173 USPQ 685 (1972) . 1„ U,i. 
case, fte claimed products and .hose disclosed i„ .he ar, are .he same. This is fteher suppor.ed 
by Applicanls own meftod claims which reci.e ^d encompass producing a Coned viable animal, 
which by iu very na.ure should produce fte same animal from which Ure donor cells were 
obtamed. Given .he breadth of Ure claims, .o any non-human animal or cells dedved from the 
cloned non-human animal, any non-human animal or cells would an,icipa.e fte claims. 
Examiner acknowledges ,ha. .he claimed method i. no. .augh. in any of Ure ci.ed references, 
however Applicants have failed to teach how their instantly claimed animal produced by ,he 
disclosed methods would be different from tha, taught by the cited references. 

Therefore, for the reasons above and of record, ,he rejections aemaijaained. 

.Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

such that the subject niatter as a whole wourhaveten obvtr^^^^ Z P'*'"'^' '"'^ P"«' 
having ordinary skill in the art to which said suhWt ^rt, I ™^ invention was made to a person 

manner in which the mvention wafn^ade ' ^^'^"t-bility shall not be negatived by the 

claims was commonly ownedi^^^^^^^^ '''' ^^^J^'^^ of the various 

evtdence to the contriy^Xncln^ 

and potential 35 U.S.C. lOaC^^Vo o^ '''' 
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Claims 48, 50, 60, 62 and 76 stand and newly amended claims 49, 51-59, 61, 64-75, and 
77-8 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cibelli al.. Plump et al. 
and Arbones et al. 

Applicant review the basi. of ,he rejecdon and summarize ,he teaehing of each of the 
referenees, noting how each reference by itself fails to teach certain y„i.ad„ns. h, particular, 
Applciattts argue that ES cells are widely reco^ized in the art to be suitable for homologous' 
recombination and that ,he„ is nothing in Arbones to suggest the appropriateness for the 
use of a myoblast cell as a donor cell. Applicants argue that .he teaching of Arbones e, a,, jus. 
teaches ,he art recognized methodology of culturing cells long tcnn in order to confirm a genetic 
alteration to a cell. See Applicants' amendment, pages 14-16. Applicants' argumems have been 
fully considered, but not found persuasive. 

Applicants final summaty of Arbones al. is exactly what is relied upon for Ute basis of 
the obvious rejection. Examiner acknowledges that the art recognizes that ES cells appear to 
maintain an increased ability to undergo homologous .combination, and that other cell types 
and cell lines require greater manipulation in order to ob.ain the cell with a desired genetic 
alteration. Thus. i. would be obvious .ha. if .he artisan were to use a cell line tha. require grearer 
cell doublings .o confinn a desired geneiic al,era.ion such meihodology would be used. Nuclear 
transfer methodology allows for the use of any nuclear material, eiftcr horn ES cells or somatic 
cells. The methodology r^edies a long time problem that ES cells do no, exist for all species of 
animals, and that somatic cells can be used in generadng cloned animals or genetically altered 
antmals of a given species. Clearly the art supports the use of somatic cells fornuclear transfer 
methodology, and the gencic aheration of these donor cells. Given art recognized limitattons for 



one 
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gene^ing and contain, a genetic alteration of interest i„ a so^attc eel, i, would be obvious to 
use the methods and gutdanee of Arbone. « to affee, a given genetic alteration in a somatic 
cell. 

I. is noted the clainas have be™ amended, accordingly, claims previously indicated as 
anticipated are now included in the basis of the instant rejection. The claims have been amended 
to encompass that the donor cell has been cultured for at least Ave passages, which is no. 
specifically taught by any one reference. However, as reasoned above, would be obvious to 
Of ordinate skil, in the art depending on the donor cel.. in particular for cells that differ in their 
abiUty to undergo homologous recombination, like somatic cells. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or eariier communications from the 
examiner should be directed to Joseph Woitach whose telephone number is (571) 272-0739. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Deborah Reynolds, can be reached at (571) 272-0734. 

Any inquiry of a general nature or relating to the status of this apphcation should be 
directed to the Group analyst Dianiece Jacobs whose telephone number is (571) 272-0532. 



Joseph T, Woitach 
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